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(b) Substantive amendments. After a 
petition has been filed, the petitioner 
may submit additional information or 
data in support thereof. In such cases, 
if the Commissioner determines that 
the additional information or data 
amounts to a substantive amendment, 
the petition as amended will be given a 
new filing date, and the time limita-
tion will begin to run anew. If nonclin-
ical laboratory studies are involved, 
additional information and data sub-
mitted in support of filed petitions 
shall include, with respect to each non-
clinical laboratory study contained in 
the petition, either a statement that 
the study was conducted in compliance 
with the requirements set forth in part 
58 of this chapter, or, if the study was 
not conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. If clin-
ical investigations involving human 
subjects are involved, additional infor-
mation or data submitted in support of 
filed petitions shall include statements 
regarding each such clinical investiga-
tion from which the information or 
data are derived, that it either was 
conducted in compliance with the re-
quirements for institutional review set 
forth in part 56 of this chapter, or was 
not subject to such requirements in ac-
cordance with § 56.104 or § 56.105, and 
that it was conducted in compliance 
with the requirements for informed 
consent set forth in part 50 of this 
chapter. 

(c) Withdrawal of petitions without 
prejudice. (1) In some cases the Com-
missioner may notify the petitioner 
that the petition, while technically 
complete, is inadequate to justify the 
establishment of a regulation or the 
regulation requested by petitioner. 
This may be due to the fact that the 
data are not sufficiently clear or com-
plete. In such cases, the petitioner may 
withdraw the petition pending its clari-
fication or the obtaining of additional 
data. This withdrawal will be without 
prejudice to a future filing. Upon re-
filing, the time limitation will begin to 
run anew from the date of refiling. 

(2) At any time before the order pro-
vided for in § 71.20 has been forwarded 
to the FEDERAL REGISTER for publica-
tion the petitioner may withdraw the 
petition without prejudice to a future 

filing. Upon refiling, the time limita-
tion will begin to run anew. 

[42 FR 15636, Mar. 22, 1977, as amended at 43 
FR 60021, Dec. 22, 1978; 46 FR 8952, Jan. 27, 
1981; 50 FR 7491, Feb. 22, 1985] 

§ 71.15 Confidentiality of data and in-
formation in color additive peti-
tions. 

(a) The following data and informa-
tion in a color additive petition are 
available for public disclosure, unless 
extraordinary circumstances are 
shown, after the notice of filing of the 
petition is published in the FEDERAL 
REGISTER or, if the petition is not 
promptly filed because of deficiencies 
in it, after the petitioner is informed 
that it will not be filed because of the 
deficiencies involved: 

(1) All safety and functionality data 
and information submitted with or in-
corporated by reference in the petition. 

(2) A protocol for a test or study, un-
less it is shown to fall within the ex-
emption established for trade secrets 
and confidential commercial informa-
tion in § 20.61 of this chapter. 

(3) Adverse reaction reports, product 
experience reports, consumer com-
plaints, and other similar data and in-
formation, after deletion of: 

(i) Names and any information that 
would identify the person using the 
product. 

(ii) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

(4) A list of all ingredients contained 
in a color additive, whether or not it is 
in descending order of predominance. A 
particular ingredient or group of ingre-
dients shall be deleted from any such 
list prior to public disclosure if it is 
shown to fall within the exemption es-
tablished in § 20.61 of this chapter, and 
a notation shall be made that any such 
ingredient list is incomplete. 

(5) An assay method or other analyt-
ical method, unless it serves no regu-
latory or compliance purpose and is 
shown to fall within the exemption es-
tablished in § 20.61 of this chapter. 

(6) All records showing the Food and 
Drug Administration’s testing of or ac-
tion on a particular lot of a certifiable 
color additive. 
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(b) The following data and informa-
tion in a color additive petition are not 
available for public disclosure unless 
they have been previously disclosed to 
the public as defined in § 20.81 of this 
chapter or they relate to a product or 
ingredient that has been abandoned 
and they no longer represent a trade 
secret or confidential commercial or fi-
nancial information as defined in § 20.61 
of this chapter: 

(1) Manufacturing methods or proc-
esses, including quality control proce-
dures. 

(2) Production, sales, distribution, 
and similar data and information, ex-
cept that any compilation of such data 
and information aggregated and pre-
pared in a way that does not reveal 
data or information which is not avail-
able for public disclosure under this 
provision is available for public disclo-
sure. 

(3) Quantitative or semiquantitative 
formulas. 

(c) All correspondence and written 
summaries of oral discussions relating 
to a color additive petition are avail-
able for public disclosure in accordance 
with the provisions of part 20 of this 
chapter when the color additive regula-
tion is published in the FEDERAL REG-
ISTER. 

(d) For purposes of this regulation, 
safety and functionality data include 
all studies and tests of a color additive 
on animals and humans and all studies 
and tests on a color additive for iden-
tity, stability, purity, potency, per-
formance, and usefulness. 

§ 71.18 Petition for exemption from 
certification. 

A manufacturer, packer, or dis-
tributor of a color additive or color ad-
ditive mixture may petition for an ex-
emption from certification pursuant to 
part 10 of this chapter. Any such peti-
tion shall show why such certification 
is not necessary for the protection of 
public health. 

Subpart B—Administrative Action 
on Petitions 

§ 71.20 Publication of regulation. 
The Commissioner will forward for 

publication in the FEDERAL REGISTER, 
within 90 days after filing of the peti-

tion (or within 180 days if the time is 
extended as provided for in section 
721(d)(1) of the act): 

(a) A regulation listing in part 73 or 
74 of this chapter the color additive on 
the appropriate list or lists as provided 
under section 721(b)(1). 

(1) Such a regulation may list the 
color additive for use generally in or on 
foods, drugs, or cosmetics or for use in 
coloring the human body, as the case 
may be, or may prescribe the condi-
tions under which the color additive 
may be safely used (including, but not 
limited to, specifications as to the par-
ticular food, drug, or cosmetic or class-
es of food, drugs, or cosmetics in or on 
which such color additive may be used, 
or for the material intended for color-
ing the human body; the maximum 
quantity of any straight color or dil-
uent that may be used or permitted to 
remain in or on such food, drug, or cos-
metic or article intended for coloring 
the human body; the manner in which 
such color additive may be added to or 
used in or on such food, drug, or cos-
metic or for coloring the human body; 
and any directions or other labeling or 
packing requirements for such color 
additives deemed necessary to assure 
the safety of such use). 

(2) Such regulations shall list the 
color additive only for the use or uses 
for which it has been found suitable 
and for which it may safely be em-
ployed. Alternatively, the Commis-
sioner shall by order deny the petition, 
and notify the petitioner of such order 
and the reasons therefor. 

(3) The regulation shall list any use 
or uses in meat, meat food product, or 
poultry product subject to the Federal 
Meat Inspection Act (FMIA) (21 U.S.C. 
601 et seq.) or the Poultry Products In-
spection (PPIA) (21 U.S.C. 451 et seq.) 
for which the color additive has been 
found suitable and for which it may 
safely be employed. 

(b) Whenever the Commissioner finds 
that batch certification is not nec-
essary for the protection of the public 
health he will, by order, exempt the 
color additive from the certification 
procedure. In determining whether cer-
tification of a color additive is nec-
essary, the Commissioner will consider 
the composition of the additive, its 
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